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I. 

Freedom of Information Summary 

GENERAL INFORMATION 

ANADA Number: 200-282 

Sponsor: Farnam Companies, Inc. 
301 W. Osborn Road 
Phoenix, AZ 85013-3928 

Generic Name: Pyrantel tartrate 

Trade Name: ContinuexTM 

Marketing Status: OTC 

Species: ‘E@ne 

1-i. Indications for Use 
I . . >I 

For the prevention of StongyZys vulgaris larval kfections in horses. 

P For control of the following parasites in horses: 

LARGE STRONGYLES (adults) S. vulgaris, 5: edentutus, Triodontophorus spp 
SMALL STRONGYLES (adult and forth-stage larvae) Cyathost&mmz spp. 
Cylicocyclus spp., Cylicostephanus spp., Cylicodontophorus spp., Poteriostomum 
SPP. 
PINWORMS (adult and fourth-stage larvae) Oxyuris equi 
ASCARIDS (adule and fourth-stage larvae) Parascaris equorum 

Pioneer Product: Strongid 48 (pyrantel tartrate), Pfizer, Inc. (NADA 140-819) 

III. Dosage Form: Pyrantel tartrate is a Type A Medicated Article 
[concentration of 10.6% (48 grams per pound)] as pyrantel tartrate. To be used in 
formulating Type B medicated feeds (finished formulation) which are pelleted 
[concentration of 2.11% (9.6 grams per pound)]. 

Route of Administration 

To be administered orally in the feed as either a top dress or mixed in the horses 
daily grain ration. 
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Recommended Dosage 

Pyrantel tartrate is to be administered on a daily basis at the rate of 1.2 mg/lb 
(2.64 mg/kg) body weight daily. The duration of administration is for the period 
during which the animal is at risk of exposure to internal parasites. 

IV. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended 
by the Generic Animal Drug and Patent Term Restoration Act (53 FR 50460, 
December 15, 1988, First GADPTRA Policy Letter) an abbreviated new animal 
drug application (ANADA) may be submitted for a generic version of an 
approved new animal drug (pioneer product). New target animal safety data, drug 
effectiveness data, and human food safety data (other than tissue residue data) are 
not required for approval of an ANADA. An ANADA relies on the target animal 
safety, drug effectiveness and human food safety data in the pioneer’s new animal 
drug application. The ANADA sponsor is required to show that the generic 
product is bioequivalent to the pioneer. ANADA’s for drug products for food- 
producing animals will be required to include bioequivalence and residue studies. 
A tissue residue study will generally be required to accompany a clinical end- 
point, pharmacologic end-point, or blood level bioequivalence study that can not 
quantify the concentration of the drug in the blood through out the established 
withdrawal peroid. For certain dosage forms, the agency will grant a waiver from 
conducting an in vivo bioequivalency study (55 FR 24645, June 18, 1990; Fifth 
GADPTRA Policy Letter; Bioequivalency Guideline, April 1996). 

Based on the formulation characteristics of the generic product, Farnam 
Companies, Inc. was granted a waiver April 1, 1998, from conducting an in vivo 
bioequivalence study with pyrantel tartrate. 

IV. HUMAN FOOD SAFETY 

The drug is labeled: “Not for use in horses intended for food.” Data on human 
food safety were not required for approval of this Abbreviated New Animal Drug 
Application. 

V. AGENCY CONCLUSIONS 

This ANADA, submitted under section 5 12(b) of the Federal Food, Drug and 
Cosmetic Act satisfies the requirements of section 5 12(n) of the Act and 

’ demonstrates that Continuex (pyrantel tartrate medicated feed) when used under 
its proposed conditions of use, is safe and effective for the labeled indications. 
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Attachment: Generic and pioneer labeling. 

Type A 

Type I3 
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CONTINUEX PREMIX 10.6% 
(pyrantell tax-h-at&) 

TYPE A MEDICATED AKTICLE 
EQUINE ANTIKELMINTIC 

Active Drug Ingredient: Pyrantel tartrate . . . . . . . . 10.6% (4.8 grams per pound) 

INDICATIONS FOR TJSE: ‘. ?’ 
For the prevention of Stongyius vulgaris larval infestation in horses. 

For control of the following parasites in horses: 

LARGE STRONGYLES (adults) -’ S vulgaris, S edentalus 
SMALL STRONGYLES (adults and fourth-stage larvae) - Cyathostomum spp., 

Cylitiocjclus spp., Cylicostephanus spp., Cylicodontophorus spp., 
Poteriostomum spp., Triodontophorus spp. 

PINWORMS (adults and fourth-stage larvae) - Omris equi 
ASCARIDS (adults and fourth-stage larvae) - Parascar& eqicortrm 

+ WARNING: NOT FOR USE IN HORSES INT&DED FOR FOOD C ’ 

FOR USE LK TRE MANUPACTURING OF EQUINE FEE1)S $XXy 

CAUTXDN: Certain components oPan;mal feeds, including medicated premixes, possess prope~tics &at 
may ,br a porenliai health hazard or a source of personal discomfort to certain individuals wao an=: 
exposed to tb.em. ltuman exposure should. thereinre., be minimi& by observing the general indusw 
s&ndaxCs for o~~pazional hcalti alIti safety. 

Precautions such as tilt fb!~ov;ing should be con::idcred: dust m&z or resphat~ry and pzotcctivc clctbing 
should t.c worn; kst-acrc;sting equipmen- and adequate ventilation should be utilized, personal 
hygiene sioul\: be observed, wash before eating or leaving a work site; be aI& to signs of allmgic 
reactions - s& pmmpt medical attention ifsuch reactions are su!pected, 

SEE BACX OF PACKAGE FOR FURTHER USE DUWCPITONS 
STORZ AT COIGTROLLED ROOM TEMPERA’IIJRE I53O”C (59-26°Fj 

ANADA 200-282 50 lb (22.6 kg) 

Dkuibutcd bv 
Famam Compnies 
Phoenix, AZ 85013 

typ&\.doc 
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CONTTNUEX PREMl[X 10.6% 
(pyrantei t&-trate) 

. . 
c 

TYPE A MEDICATED ARTICLE 
EQUINE a+NTHELMINTIC 

MKXING AND USE I)IRECTIONS 
Continuex. Premix 10.6% is to be administered on a continuous basis either as top- 
dress or mixed in the horse’s daily grain ration at the rate of 12 mg/lb (2.64 mg/kg) 
body weight daily. The duration of administration is for the period during which the 
horse is at risk of exposuid to internal parasites. ’ 
Foals may be treated at such time when consistent intake of grain mix is occurring. 
This is generally between two to three months of age. 

Continuex Premix 10.6% mdy be used in mares at any stage of pregnancy or 
lactation. Stallion fertility is not affected by the use of Cdntinuex Premix 10.6% 

TYPICAL MIXING DIRECTIONS TO I)KLXVER 1.2 mg/lb (2.64 mgkg) 

+ WARNING: NOT FOR LJSE 3J HORSES lNTJ&DED FOR FOOD C 

CAUTION: CONSIJLT YOlJR VETERINARIAN BEFOIE ‘IJSING IN SEVERELY 
DEBKLTATED ANIMALS AND FOR ASSIST 4NCE IN THE 
DIAGNOSIS, TICBATMENT AND CONTROL OF PARASITISM. DO 
NOT MIX l-N FEEDS CONTAINING BENTONITE. 

c . 

aos‘ 
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(p~raritel tat-W&e) 1 
For the prevention of Strongylus 

vulgaris larval infections in horses 
For Control of the followtnfl parasites in horses: 
LARGE STRONGYLES (adults) - S. vulgaris, .S. edemus, Tdodontophonrsspp. 
SMALL STRONGYLES (ad& and fourth stage larvae) - f$afhosfmum spp., fJy/iccqc/us 
spp.. &ficodontophofus spp., Potedostomum spp. 
PINWORMS (adults and fourth stage larvae) + @m’s equi 
ASCARIOS (adults and fourth stage larvae) - Panscaris equomm 
ACTIVE DRUG INGREDIENT INGREDIENTS 
Fyantel tame. . . . . . . ..- 2.11% (9.6 g/tb) Debyhated Alfalfa Meat, Wheat Midlings, Cans 
GUARANTEED ANALYSlS MO& and Preserved with Propitikd. 
Crude Protein, not lass than . . . . . . . . . 11.5% AMDA 2(@282 
Crude Fat, not less than . . . . ..-........ 1.5% 
Crude Fiber, not less than . . . . . . . .._..... 22.0% 

(SEEBACK PANELFOR FURTHER USE DIRECTIONS) 
NET WEIGHT 3.75 LB (1.7 kg) 

* 
,f? ,’ 

* 
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II MIXING AND FEEDING DIRECTIONS 

1 
COntinueX” (pyrantel tartrate) is to be administered on a continuous basis 
either as a too-dress or mixed in the horse’s dailv orain ration at the rate FZFF II of 1.2 mg.p$antel tartrate 

.___ L.” I 
1250 2.5 

dose admmrster 0.5 oz. of e . 
er pound of body w6igYht daily. To achieve this 1 I 
onhnuex per 250 lb. of body weight. (A 

Continuex measuring CUP is enclosed.) Continuex should be administered (Measuring Cup Enclosed) 

ICATEO GRAIN MIX DIRECTIONS /I m for the entire period ihatthe animal is & risk to internal parasites. 
Unprotected animals that have grazed may have already established S. 
vulgaris larval infection. Before administering Continuex, these animals 

! 1 Of a larvicidal product. 
should be treated with a therapeutic dose 

Foals mav be administered Continuexas soon as 1 3n I 175 I 1~117 r; I rsn 1 1 
consistent intake of grain mix is occurring. This 
is generally between two to three months of age. 
Continuex-may be used in mares at any stage if 

n oreanancv or lactation. Stallion fertilitv is not 
affeicted by the &e of C&iin;ex. 

- . -  ,  .-‘- ,  . __ . . I  ,C1 

1.5 I 16.5 1 1983.5 160 
1.0 I 25.0 I 1975 240 

1950 480 
125.0 1 1875 1200 

CAI ITInN* ~~~~~~e~~~~~~~~~~ 
irn-b ‘+rientand controlof 

Maming bentanile. 
_ Store at controlled room temperature 15-30% (54869 

‘2 1 WARNING: 1 (SEEFRONTPANEL 

~~~~~ 
pamsitlsm Do tmtTk\u&z; 

;. ^ I- 
mm Distributed by: 

w Farnam Companies, Inc. 
q B Phoenix, AZ 85013 

@Zoo0 Farnam Companies. Inc. Continuexm is the Famam, Inc. trademark for pyrantel tartmte. ‘. OM 
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LARGE STRONGYLES (adults) - S. vu/par& S. edmtafus, Diodffrffophorussp~ 
SMALL STRONGYLES (adults and fourth stage larvae) - cyathosfomumspp., 
Qlico~/crus scp., Qficodonf@7hoNs spp., POfekSiOmum Spp 
PINWORMS (adults and fourth staD? farm) - Oxyuris equi 
ASGWIDS (adults and fourth stage larvae) - Parascaisequorum 

ACTR’E DRUG INGREDIENT 
Pyiaoteltarbate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 2.11% (9.6gAb) 
GUARANTEED ANALYSIS 
Crude Protein, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 11.5% 
Crude Fat, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .f.5% 
Crude fiber, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 22.0% 
INGREDIENTS 
Dehydrated Affaffa Meal, wheat Middlings, Cane Molasses and Preserved 
with Propionic Acid. 

ANADA 200-232 (SEE R4eK PANEL RR FUNlNEtl USE DIRECTIOkS) 

NET WEIGHT 7.5 LB (3.44 kg) 

IL 

-+ 

T12 Bucket u-- 
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CONTINUEX~ 
@yrantel tar&ate) 

MIXING AND FEEDING DIRECTIONS 

Continuex” (pyrantel tarbate) is to be 
administered on a continuous basis either as a 
top-dress or mixed in the horse’s daily grain 
ration at the rate of 1.2 mg pyrantel tartrate per 
pound of body weight daily. To achieve this dose 
administer 0.5 oz. of Continuex per 250 lb. of 
body weight. (A Continuex measuring cup is 
enclosed.) Continuex should be administered 
for the entire period that the animal is at risk to 
internal parasites. Unprotected animals that 
have grazed may have already established 
S. vulgaris larval infection. Before administering 
Continuex, these animals should be treated with 
a therapeutic dose of a larvicidal product. 

Foals may be administered Continuex as soon as 
consistent intake of grain mix is occurring. This 
is generally between two to three months of age. 

Continuex may be used in mares at any stage of 
pregnancy or lactation. Stallion fertility is not 
affected by the use of Continuex. 

TOP-DRESS DIRECTIONS 

WH 
OUNCESPERDAY 

OFCONTINUEX 

250 0.5 
500 1.0 
750 1.5 
1000 2.0 
1250 2.5 

(Measuring Cup Enclosed) 

MEDICATED GRAIN MIX DIRECTIONS 
LQOF 

EiKE LBOF LSOFNOK CONCENTfWiON 
~o~~OD~~Rl CONTlNtEX MO&TED GR4hlS PERTON 

2.0 12.5 1987.5 120 
1.5 16.5 1983.5 160 
1.0 25.0 1975 240 
0.5 50.0 1950 480 
0.2 125.0 1875 1200 

WARNING: ~notuseintwesintemfedtenledforfood. 

(SEEFRONTPANELFORFURTHERUSEOIRECTIONS) 

Storeatcontrolled room 
temperature 15-30%(59-86'F) 

ContinuexnisLheFamam Inc. 
frademarkforpyrantelt&mte. 

Distributed bv: 
Farnam Companies, inc. 
Phoenfx,AZ 85013 

01998 FarnamCompanies,Inc. 9DD8 

L, 

rl .‘ 

b 
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(pyrantel tartrate) ( I I I I 
For the prevention of Strongylus 

vulgaris larval infections in horses 
For Control of the following parasites in horses: 
LARGE STRONGYLES (adults) - S. vu/garis, S. edentatus, Triodontophorus spp. 
SMALL STRONGYLES (adults and fourth stage larvae) - C’yafbostomum spp., Cy/icocyc/us 
spp., Cylicodontophorus spp., Poteriostomum spp. 
PINWORMS (adults and fourth stage larvae) - Oxyuris egui 
ASCARIOS (adults and fourth stage larvae) - Parascaris equorum 

ACTIVE ORUG INGREDIENT INGREOIENTS 
Pyrantel tartrate ..-....,. 2.11% (9.6 g/lb) Dehydrated Alfalfa Meal, Wheat Middlings, Cane 
GUARANTEED ANALYSIS Molasses and Preserved with Propionic Acid. 
Crude Protein, not less than . . . . . . . . . . 11.5% ANAOA 200982 
Crude Fat, not less than . . . . . . . . . . . . . . . . . . . 1.5% 
Crude Fiber, not less than . . . . . . . . . . . . . . 22.0% 

(SEE BACK PANEL FOR FURTHER USE DIRECTIONS) 
NET WEIGHT 10 LB (4.54 kg) 

I I I I I I I 
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CONTINUEX’ 
(pyrantel taftrate) 

MIXING AND FEEDING DIRECTIONS 
Continuex’” (pyrantel tartrate) is to be administered on a continuous 
basis either as a top-dress or mixed in the horse’s daily grain ration 
at the rate of 1.2 mg pyrantel tartrate per pound of body weight 
daily. To achieve this dose administer 0.5 oz. of Continuex per 
250 lb. of body weight. (A Continuex measuring cup is enclosed.) 
Continuex should be administered for the entire period that the 
animal is at risk to internal parasites. Unprotected animals that have 
grazed may have already established S. vulgaris larval infection. 
Before administering Continuex, these animals should be treated 
with a therapeutic dose of a larvicidal product. 

Fnals mav be administered Continuex as soon as . --.- .‘.“e 
b consistent intake of grain mix is occurring. This 

is generally between two to three months of age. 
Continuex may be used in mares at any stage of 
pregnancy or lactation. Stallion fertility is not 
affected by the use of Continuex. 

Store at controlled room temperature 15-30X (5486’F) 

TOP-DRESS DIRECTIONS 

%E! 
OUNCES PER DAY 

OF CONTINUEX 

250 0.5 
500 1.0 
750 1.5 
1000 2.0 
1250 2.5 

(Measuring Cup Enclosed) 

CAUTION . ConsuHyourveterinarhn before using in 
. severeCdebilitatedanimalsandforassistance 

in the diagnosis, trealmentand control of par&km. Do not mix in 
feeds c0ntaining bentonite. 

@2002 Famam Companies, Inc. Continuex’Yis the Farnam, Inc. trademark for pyrantel tartrate. 050 
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For the prevention of Strongylus vulgaris 
larval infections in horses 

For Control of the following parasites in horses: 

LARGE STRONGYLES (adults) - S. vu/gatis, S. ededatus, Triodo~tophorus spp, 

SMALL STRONGY LES (adults and fourth stage larvae) - Cyathostomum spp., 
C)4cocyclus spp., Cylicodontophorus spp., Puteriostomum spp, 

PINWORMS (adults and fourth stage larvae) - Uxyutis equi 

ASCARIDS (adults and fourth stage larvae) - Parascaris equorum 

ACTIVE DRUG INGREDIENT 
Pyrantel taftrate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 2.11% (9.6 g/lb) 

GUARANTEED ANALYSIS 
Crude Protein, not less than .1..1..........1..............................,......................... 11.5% 
Crude Fat, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . I . . . . . . . . . . I ..,.... 1.5% 
Crude Fiber, not less than ..,.......,...........,.,..... I lll....l..l.....,l......,.....,,...,.....,... 22.0% 

INGREDIENTS 
Dehydrated Alfalfa Meal, Wheat Middlings, Cane Molasses and Preserved with 
Propionic Acid. 

ANADA 200-282 

(SEE BACK PANEL FOR FURTHER USE DIRECTIONS) 

NET WEIGHT 25 LB (11.34 kg) 

I 

1 @ @ @ RopakS Gal. Bucket -+- 
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~~R~TINuI~x 
(pyranteltartrate) 

MIXING AND FEEDING DIRECTIONS TOP-DRESS DIRECTIONS 
Continuex’” (pyrantel tartrate) is to be HEW OUNCES PER DAY 

administered on a continuous basis either as OF CONTINUEX 

a top-dress or mixed in the horse’s daily grain 250 0.5 

ration at the rate of 1.2 mg pyrantel tartrate 
500 1.0 
750 1.5 

per pound of body weight daily. To achieve this 1000 2.0 
dose administer 0.5 oz. of Continuex per 1250 2.5 

250 lb. of body weight. (A Continuex (Measuring Cup Enclosed) 

measuring cup is enclosed.) Continuex should MEDICATED GRAIN MIX DIRECTIONS 
be administered for the entire period that the LB OF 

animal is at risk to internal parasites. 
hlgp;;; 

LB OF LB OF NON- 

Unprotected animals that have grazed may 
PER 100 LB OF 

CONCENTRATION 
CONTINUEX 

BODY WEIGHT 
MEUl#.EO GRAMS PER TON 

have already established S. vulgaris larval 2.0 12.5 1987.5 120 
infection. Before administering Continuex, 1.5 16.5 1983.5 160 

these animals should be treated with a 1.0 25.0 1975 240 

therapeutic dose of a larvicidal product. 0.5 50.0 1950 480 
0.2 125.0 1875 1200 

c . . . . . . .^ . 
teals may De admrntstered Continuex as soon 
as consistent intake of grain mix is occurring. 
This is generally between two to three months 

CAUTION I Consult your veterinarian 
a before using in severely 

debiiii animals and for asbfance in 
the diaancsis. treatment and control of 

of age. - par&km. ob not mix in feeds 
containing bentonite. 

Continuex may be used in mares at any stage 
of pregnancy or lactation. Stallion fertility is not 
affected by the use of Continuex. 

E 
(SEE FRONT PANEL 

FORFURTHER 
-- USE DIRECTIONS) 

Store at controlled room 
temperature 1540% (5486°F) 

ContinuexTM is the Famam, Inc. 
trademark for pyrantel tartrate. 

M 

0 
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ANTHELMINTIC 

FOR USE H ME MAWFACWRMO ff EOUNE FEEOS ON&. 

uvroc~ -.‘ll-ovmq-- m-wm-IIII-- 
..-I--.-- -m-.-w- N-“-C 
--cm- -“--em- 
-9okr~~NL- u-.-m- ----- 
-mu-- N----N”- w--.-.-m 9. 
am--r---rrnr- -a--“- 

SEE BACK Of WCKAGE FOR FURTHER USE DIRECTIONS 
SfUREfXDRYCDOLPlACE 

NET WEIGHT 50 LB 
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